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Drug Administration for ice cream (21 
CFR 135.110). 

(b) Frozen custard. The product con-
forming to the requirements of the 
Food and Drug Administration for fro-
zen custard (21 CFR 135.110). 

(c) Reduced Fat, Light, or Fat free Ice 
Cream. The products conforming to all 
applicable Federal Regulations includ-
ing ‘‘Ice cream and frozen custard,’’ 
Food and Drug Administration (21 CFR 
135.110), ‘‘Nutrient content claims for 
fat, fatty acid, and cholesterol content 
of foods,’’ Food and Drug Administra-
tion (21 CFR 101.62), and ‘‘Require-
ments for foods named by use of a nu-
trient content claim and a standard-
ized term,’’ Food and Drug Administra-
tion (21 CFR 130.10). 

(d) Sherbet. The product conforming 
to the requirements of the Food and 
Drug Administration for sherbet (21 
CFR 135.140). 

(e) Mellorine. The product conforming 
to the requirements of the Food and 
Drug Administration for mellorine (21 
CFR 135.130). 

(f) Overrun. The trade expression used 
to reference the increase in volume of 
the frozen product over the volume of 
the mix. This increase in volume is due 
to air being whipped into the product 
during the freezing process. It is ex-
pressed as percent of the volume of the 
mix. 

(g) Mix. The trade name for the com-
bined and processed ingredients which 
after freezing become a frozen dessert. 

[40 FR 47911, Oct. 10, 1975. Redesignated at 42 
FR 32514, June 27, 1977, and further redesig-
nated at 46 FR 63203, Dec. 31, 1981, as amend-
ed at 67 FR 48976, July 29, 2002] 

ROOMS AND COMPARTMENTS 

§ 58.619 Mix processing room. 
The rooms used for combining mix 

ingredients and processing the mix 
shall meet the applicable requirements 
for rooms specified in § 58.126. The room 
shall be ventilated to remove moisture 
and prevent condensation from forming 
on walls and ceiling. The room shall be 
well lighted. 

§ 58.620 Freezing and packaging 
rooms. 

The rooms used for freezing and 
packaging frozen desserts shall be ade-

quate in size to permit satisfactory air 
circulation and maintained in a clean 
and sanitary condition. The rooms 
shall be constructed in the same man-
ner as prescribed above for mix rooms. 

§ 58.621 Freezing tunnels. 

Freezing tunnels for quick freezing at 
extremely low temperatures shall be 
designed and constructed as to insure 
ease in cleaning and satisfactory condi-
tions of operation. 

§ 58.622 Hardening and storage rooms. 

Hardening and storage rooms for fro-
zen desserts shall be constructed of sat-
isfactory material for this purpose. The 
rooms shall be maintained in a clean 
and orderly manner. Adequate shelves, 
bins, or pallets shall be provided to 
keep the packages of finished products 
off the floor and to prevent damage to 
the containers. Sufficient refrigeration 
should be provided to insure adequate 
storage temperature (¥10° or lower). 
Air shall be circulated to maintain uni-
form temperature throughout the 
rooms. A vestibule or double entry way 
should be provided to minimize heat 
shock of the frozen products. 

EQUIPMENT AND UTENSILS 

§ 58.623 Homogenizer. 

Homogenizer shall comply with 3–A 
Sanitary Standards. 

§ 58.624 Freezers. 

Product contact surfaces of freezers 
used to lower the temperature of the 
liquid mix to a semi-frozen mass by a 
stirring action shall be constructed of 
a stainless steel or equally corrosion 
resistant metal and all parts easily ac-
cessible for cleaning and sanitizing. 
Batch and continuous freezers should 
comply with the applicable 3–A Stand-
ards. 

§ 58.625 Fruit or syrup feeders. 

Fruit or syrup feeders inject fla-
voring material into the semi-frozen 
product. Product contact surfaces shall 
be constructed of stainless steel or 
equally corrosion resistant metal and 
all pumps shall be in accordance to 3– 
A Sanitary Standards for dairy equip-
ment. The feeder shall be constructed 
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to enable complete disassembly for 
cleaning and sanitizing. 

§ 58.626 Packaging equipment. 

Packaging equipment designed to 
mechanically fill and close single serv-
ice containers with frozen desserts 
shall be constructed so that all product 
contact surfaces shall be of stainless 
steel or equally corrosion-resistant 
metal. All product contact surfaces 
shall be easily accessible for cleaning. 
The design and operation of the ma-
chine shall in no way contaminate the 
container of the finished product 
placed therein. New or replacement 
equipment shall comply with the 3A 
Sanitary Standards for Equipment for 
Packaging Frozen Desserts and Cot-
tage Cheese. 

QUALITY SPECIFICATIONS FOR RAW 
MATERIAL 

§ 58.627 Milk and dairy products. 

To produce ice cream and related 
products the raw milk and cream shall 
meet the quality requirements as pre-
scribed in §§ 58.132 through 58.138, ex-
cept that only commingled milk and 
cream meeting the bacteriological re-
quirements of No. 1 shall be used. 

§ 58.628 Sweetening agents. 

Sweetening agents shall be clean and 
wholesome and consist of one or more 
of the approved sweeteners listed in 
§ 58.605. 

§ 58.629 Flavoring agents. 

Flavoring agents either natural or 
artificial shall be wholesome and free 
from undesirable flavors. They must 
impart the desired characteristic to 
the finished product. Flavoring agents 
shall be one or more of those approved 
in § 58.605. 

§ 58.630 Stabilizers. 

Stabilizers shall be clean and whole-
some and consist of one or more of 
those approved in § 58.605. 

§ 58.631 Emulsifiers. 

Emulsifiers shall be clean and whole-
some and consist of one or more of 
those approved in § 58.605. 

§ 58.632 Acid. 

Acids used in sherbet shall be whole-
some and of food grade quality and 
consist of one or more of those ap-
proved in § 58.605. 

§ 58.633 Color. 

Coloring used for ice cream and re-
lated products shall be those certified 
by the U.S. Food and Drug Administra-
tion as safe for human consumption. 

OPERATIONS AND OPERATING 
PROCEDURES 

§ 58.634 Assembling and combining 
mix ingredients. 

The assembling and combining of 
mix ingredients for processing shall be 
in accordance with clean and sanitary 
methods and shall be consistent with 
good commercial practices. All raw 
materials shall be subjected to inspec-
tion for quality and condition prior to 
being combined and processed into the 
finished mix. All necessary precautions 
shall be taken to prevent the contami-
nation of any raw material or the fin-
ished mix with any foreign substance. 

§ 58.635 Pasteurization of the mix. 

Every particle of the mix, except 
added flavoring ingredients, shall be 
pasteurized at not less than 155 °F. and 
held at that temperature for 30 min-
utes or for 175 °F. for 25 seconds; or it 
may be pasteurized by any other equiv-
alent temperature and holding time 
which will assure adequate pasteuriza-
tion. 

§ 58.636 Homogenization. 

Homogenization of the pasteurized 
mix shall be accomplished to effec-
tively reduce the size of the milkfat 
globules and evenly disperse them 
throughout the mix. 

§ 58.637 Cooling the mix. 

The mix shall be immediately cooled 
to a temperature of 45 °F. or lower, and 
stored at this temperature until fur-
ther processing begins. 

§ 58.638 Freezing the mix. 

After the mix enters the freezer, it 
shall be frozen as rapidly as possible to 
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